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DETAILED ACTION 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action or the MPEP. 

Election/Restrictions 

Claims 84, 85, 93, 103, 104, 112 are withdrawn from consideration as being 
directed to a non-elected specie. 

Claim Rejections - 35 USC § 102 

Claims 81-83, 86-92, 94-102, 105-111, 113-118 are rejected under 35 
U.S.C. 102(b) as being anticipated by Harris et al., US 6,193,692. 

In order to more clearly explain the examiner's position, applicant's claim 81 is 
reproduced below with the corresponding Harris reference numerals from sheet 4 and 
any explanations in parenthesis. 

81. An entry needle (needle assembly 10) comprising: 

a first assembly comprising a housing (stylet housing 34), 

a stylet (hollow tube 32) extending into the housing (34) and biased (note spring 
48) towards a distal end of the entry needle: and 

a hub (unlabeled, see figure below "hub") adjacent the housing at a proximal end ' 
of the entry needle, the hub in connection with the stylet; and 
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a second assembly comprising a cannula (sheath 12 having cutting edge 15) 
surrounding the stylet (32), wherein the first assembly and the second assembly seal 
together (o-ring 28) and are separable, and such that body fluid cannot pass through 
the needle when the first and second assemblies are sealed together (note embodiment 
of figure 10), 

wherein the hub is movable from a first position to a second position, the hub in 
the first position indicating that the entry needle is impeded by a tissue and the hub in 
the second position indicating that the entry needle is substantially unimpeded by the 
tissue (this is effected by spring 48). 




Further regarding the phrase "such that body fluid cannot pass through the 
needle when the first and second assemblies are sealed together" note figure 10, plug 
84. See also Harris column 5, line 2 to column 6, line 8. See especially column 5, lines 
6-10 and line 48. The device operates to seal by a "simple half twist or a rotation of 
approximately one hundred and eighty degrees of the stylet subassembly 30. Clearly, 
in the embodiment of figure 10, when this half twist occurs, plug 84 is rotated 180 
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degrees, resulting in a prevent of any body fluid going into the needle. Note that in 
column 5, lines 62-64, Harris clearly states that the flow path is through the gap 
between the inner bore and the solid projection. Other valves are described in the 
following lines. In addition, valve 36 would also prevent fluid flow. The examiner takes 
the position that "plug" is an action word that further defines that this piece plugs the 
distal end of the cannula. 

Regarding claims 86 and 89, the claimed "connector" is anticipated by threads on 
the inner lumen of sheath body 22. Regarding claim 88, see "extension" labeled in the 
above figure. Regarding claim 90, clearly these inner threads could be used to connect 
a syringe, which typically has outer threads. The limitations cited in the remaining 
claims are clearly shown and/or have been explained in one of the previous office 
actions. Regarding claim 100, this claim differs by one word, cannula as opposed to 
needle, and the arguments above are applicable to this claim and dependent claims as 
well. 



Response to Arguments 

The main problem with interpreting applicant's claims is that applicant terms 
applicant's reference numeral 312 a hub (figure 42c), when it is more accurately 
described as a button or knob. A hub is a device that has fluid flow. In order to find a 
reference that has a hub, the examiner is required to find a reference having fluid flow. 
The examiner did not object to this characterization in view of applicant's sheet 14, 
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showing the alternate species of figure 23 which has a real fluid flow hub 216. Of 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sharon E. Kennedy whose telephone number is 
571/272-4948. The examiner can normally be reached on Monday-Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, can be reached on 571/272-8373. 

Information regarding the status of an application may be'obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



course, Harris more closely resembles this species than any other. 
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